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. INFORMATION FOR THE PATIENT
- 3 ML DISPOSABLE INSULIN QELIVERY DEVICE

HUMULIN® 70/30 Pen
70% HUMAN INSULIN
ISOPHANE SUSPENSION

. AND
30% HUMAN INSULIN INJECTION
(rDNA ORIGIN)

WARNINGS

THIS LILLY HUMAN INSULIN PRODUCT DIFFERS FROM
ANIMAL-SOURCE INSULINS BECAUSE IT IS STRUCTURALLY
IDENTICAL TCO THE INSULIN PRODUCED BY YOUR BODY'S
PANCREAS AND BECAUSE OF ITS UNIQUE MANUFACTURING
PROCESS.

ANY CHANGE OF INSULIN SHOULD BE MADE CAUTIOUSLY
AND ONLY UNDER MEDICAL SUPERVISION. CHANGES IN
STRENGTH, MANUFACTURER, TYPE (E.G., REGULAR, NPH,
LENTE, ETC), SPECIES (BEEF, PORK, BEEF-PORK, HUMAN), OR
METHOD OF MARUFACTURE (rDNA VERSUS ANIMAL-SOURCE
INSULIN} MAY RESULT IN THE NEED FOR A CHANGE IN DOSAGE.

SOME PATIENTS TAKING HUMULIN® (HUMAN INSULIN, rDNA
ORIGINY MAY REQUIRE A CHANGE IN DOSAGE FROM THAT
USED WITH ANIMAL-SOURCE {INSULINS. IF AN AGJUSTMENT IS
NEEDED, IT MAY OCCUR WITH THE FIRST DOSE OR DURING THE
FIRST SEVERAL WEEKS OR MONTHS.

TO OBTAIN AN ACCURATE DOSE, CAREFULLY READ AND
FOLLOW THE “DISPOSABLE INSULIN DELIVERY DEVICE USER
MANUAL™ AND THIS INFORMATION FOR THE PATIENT INSERT
BEFORE USING THIS PRODUCT. (see also INSTRUCTIONS FOR
PEN USE section.)

DIABETES

insulin is a hormone produced by the pancreas, a large gland that lies
near the stemach. This harmane is necessary for the body's correct use
of food, especially sugar. Diabetes occurs when the pancreas does not
make enough insulin tc meet your body's neads.

To contre! your diabetes, your doctor has prescribed injections of
insulin products to keep your bloed glucose at a near-normal level. You
have heen instructed 1o tast your hlead andior your urine regulary for
glucose. Studies have shown that some chronic complications of
diabetes such as eye disease, kidney disease, and nerve disease can
be significantly reduced if the blood sugar s maintained as close io
normal as possible. The American Diabetes Association recommends
that if your premeal glucose levels are consistently above 140 mgddL or
your hemoglobin A, (HbA,_ ) is more than 8%, consult your doctor, A
change in your diabetes therapy may be needed. if your blood tests
consistently show below-normal glucose levels, you should alsa let your
doctor know. Proper control of your diabetes requires close and
constant cosperation with your doctor. Despite diabetes, you can lead
an active and healthy life if you eat a balanced diet, exercise regularly,
and take your insulin iniections as prescribed,

Always keep an extra supply of insulin as well as a spare syringe and
neodle on hand. Always wear diabetic identification se that appropriatc
treatment can be given if complications occur away from home.

iption 70/30 HUMAN INSULIN

Humdlin is synthesized in a non-disease- -producing speosal {abaratory
strain of Escherichia coli bacleria thal has been genetically aftered by
the addition of the human gene for insulin production. Humulin® 70730 is
a mixiure of 70% Human Insulin Isophane Suspension and 30% Human
Insulin Injection. it is an intermediate-acting insulin combined with the
more rapid onsel of action of reguiar insulist. The duration of activity may
last up to 24 hours following injection. The time course of action of any
insufin may vary considerably in different individuals or at different times
in the same individual. As with all insulin preparations, the duration of
action of Humulin 70/30 is dependent on dose, site of injection, blood
supply, temperature, and physical ac‘hwty Humulin 70/30 is a sterile
suspension ard is for subcutaneous injection only. It should not be used
intravenously or intramuscularly. The concentration of Humulin 70/30 in
the Humulin 70/30 Pen is 100 units/mL (U-100).

Identification

Humulin disposable insulin delivery devices, manuiamurod by Eli Lilly
and Company, are available in 2 formulations—NPH and 70/30.

Your doctor has prescribed the type of insulin that he/she believes is best
for you. DO NOT USE ANY OTHER INSULIN EXCEPT ON HISHER
ADVICE AND DIRECTION.

designed to aliow any other insulin to be mixed in its cartridge, or for the
cartridge fo be removed. . 1N e
Atways examine the appearance of Humulln 70:30 suspengion in the
insulin pen before administering a dose. A cariridge of Humulin j’OfSO
comains a small glass bead to assist in mixing. Humulin 70/30 Pen must
be rolled between the paims 10 times and inverted 180° 10 imes beforg
each injection so that the contents are unrformly mixed (sse Fpgures 1
and 2). Inspect the Humulin 70/30 suspension for uniform mixing “and
repeat the above steps as necessary.
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Figure 1.

Humulin 70/30 should feok uniformty cloudy or milky after mlxmg Do
not use if the insulin substance (the white material) remains visibly sepa-
rated from the liquid after mixing. Do not use the Humulin 70/30 Pen if
there are clumps in the insulin after mixing. Do-not use the Hurmulin
70/3G Pen if solid white particles stick fo the walls of the carlridge, giving
it a frosted appearance.

Always check the appearance of the Humulin 70/30 suspensuon in
the insulin pen belore using, and if you note anything unusual in the
appearance of Humulin 70/3¢ suspension or. notice. your insulin
raquirements changing markedly, consult your doctor,

Flgum 2

Never atiamot to remove the cartridge from the Humulin 70/30 Pen.
inspedt the cartridge through the clear cartridge hokler.

Storage

Humudin 70/30 Pens should be stored in a refrigerator but not in the
freezer. The Hurnulin 70/30 Pen that you are currently using shedld not
be refrigerated but should be kept as cool as possible (below BE*F
[30°CT) and away from heat and fight. Do not use an insulin pen if it has
been frozen. Unrefrigerated Humulin 70/30 Pens must be discarded
after 10 days, even if they still contain insulin, Do not use Humulin
70730 Pens after the expiration date stamped on the label..

~ INSTRUCTIONS FOR PEN USE-
ft is important to read, understand, and follow the instructions in
the “Disposable Insulin Delivery Device User Manual” before
using. Failure to follow instructions may result In an inaccurate

insulin dose.
NEVER SHARE INSULIN PENS, CARTRIDGES, OR NEEDLES. v

PREPARING THE PEN FOR INJECTION:

Always check the appearance of the Humulin 70/30 suspenscon in

the insulin pen before using.

Roll the Humulin 70/3C¢ Pen between the palms 10 times (so6

Figure 1 above).

 Holding the Humulin 70/3¢ Per by one end, invert it 1BU° slowly
10 times to allow the glass bead to travel the full length of the
cartndge with cach inversion {soe Figure 2 above). The cartridge is
contained in the clear cartridge holder of the Humulin 70/30 Pen,

. Inspect the appearance of the Humulin 70730 suspension to make

sure the contents look uniformly cloudy ar milky. If not, fépeat the

above steps until the contents are mixed. Do not use-a Humulin

70/30 Pen if there are clumps in the insulin or if solid white particles

stick to the walls of the cartridge.

Follow the instructions in the “Disposabie Insulin Delivery Devloe

User Manuat” for these sleps:

+ Preparing the Pen

» Attaching the Needie

= Priming the: Pen (Checking the Insulin Flow) a

+ Sefting {Dialing} a Dosa A el -

* Injecting the Dose '

« Following an injection

PREPARING FOR INJECTION:

1. Wash your hands,

2. To avoid tissue damage, choose a site for each injection that is at
least 1/2 inch from the previous injection site. The usual sites 01
injection are abdomen, thighs, and arms. .

3. Cleanse the skin with alcohcl where the m)ecﬁon is {0 be made.

4. With one hand, stabilize the skin by spreadlng itor plnchlng upa
large area.

5. Inject the dose as instructed by your doxctor.

6. After dispensing a dose, pull the reedle out and apply gentle
., pressure gver the injection site for several seconds. Do nat rub thé
area, .

LT Immedsateiy aﬁer an ll’ljeClIOﬂ remove lhe needle irum Iha Hurnulm
'70/30 Pen. Doing so will guard against contaminiation, leakage,
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DOSAGE

Your doster has told juu vwhioh inaulin to uno, hew mush, and when
and how often 1o inject i. Because each patient’s case of diabetes is
differert, this schedule has been individualized for you. -

" “Your usual insulin dose may be aHected by changes in your food,
activity, or work schedule. Carefully follow your doctor’s instructions to
allow for thése changes. Other things that may affect your insulin dose
are: '

lliness

lliness, especially with nausea and vomiting, may cause your insufin
requirements to change. Even if you are not eating: you will stilf require
insulin. You and your doctor should establish a sick day plan for you to
use in case of ilness. When you are sick, test your blood gluccss/urine
glucose and ketones frequently and call your dector as instrucied.

Pregnancy

Good control of diabetes is especially important for you and your
unborn baby. Pregnancy may make managing your diabetes more
drfficult. It you are planning to have a baby, are pregnant or are nursing
a baby, consult your doclor.

Medication

* Insulin requirements may be increased if you are taking other drugs
with hyperglycemic activity, such as oral contraceptives, corticasteroids.
or thyroid replacement therapy. Insulin requirements may be reduced in
the presence of drugs with hypoglycemic activity, such as oral hypo-
glycemics, salicylates (for example, aspirin), sulfa antibiotics, and
cerlain antidepressants. Always discuss any medications you are taking
with your doctor.

Exetcise

Exercise may lower your body’s need for insulin during and for some
time after the activity. Exercise may also speed up the effect of an insulin
dose, especially if the exercise invelves the area of injection site {for
example, the leg should not be used for injection just priar to running).
Discuss with your doctor how you shouid adjust your regimen to accom-
maodate exarcise.

Travel

Persons traveling across mora than 2 time zones should consutt their
doctor conceming adjustments in their insulin schedule.

COMMON PROBLEMS OF DIABETES

" Hypoglycemia {insulin Reaction)

Hypoglycemia {toc litlle glucose in the blood) is one of the most
frequent adverse events experienced by insulin users. it can be brought
about by: .

1. Taking too much insulin

2. Missing or delaying meals

3. Exercising of working more than usual

4. An infection or dliness (especially with diarrhea or vomrt-ng}

5. A change in the body's need for insulin

&. Diseasas of the adrenal, pituitary of thyroid gland or progression of

kikdney or liver disease

7. Interactions with other drugs that lower blood glucose, such as oral

hypoglycemice, saficylates (for example, asplnn) sulfa antibiotics,
" and certain anfidepressants

8, Consumptlon of alcoholic beverages

Symptoms of mild to moderate hypoglycemia I'de occw suddenly
and can include:

« sweating . drowsiness

+ dizziness . + sheep distubances
« palpitation = anxiety

+ fremor * bturred vision

= hunger « slurred speech

- restlessness « depressed moad
« tingling in the hands, feet, lips, ortongue - « imitability

+ fightheadedness  abnormal behavior
« inahility to concentrate « unsteady movement
« headache . = parsonality changes
Signs of severe hypoglycemia can mclude
~ disorientation e SEZUreS

o UNCONSCIoUSNESS - death

Therefore, it is important that aSSISIance be obtalned immediately.

Early warning symptoms of hypoglycemia may be different or less
pronounced under certain conditions, such as long duration of diabetes,
diabetic nerve disease, medications such as beta-blockers, change n
insulin preparations, or intensified ccntfol (3 or more insulin injections
per day) of diabetes. -

A few patients who have experienced hypoglyoamlc reactions
after transfes from animal-source insulin to human insulin have
reported that the earty warning symptoms of hypoglycemia were

various types of symptoms that may indicate hypoglycemia. Patients
wihe oxporinanna hypnglycamio withaot oardy waming cymptame chauld
monitor their blood glucose frequertly, especially prior to activities such
as driving. If the blood glucose is below your nermal fasting glucose, you
should consider ¢ating or drlnklng sugar-oontammg foods 1o treat your
hypoglycemia. ' : e

Mild to moderate hypoglycemla may be treated“by eating foods or
drinks that contain sigar: Patients should always carry a quick source of
sugar, such as candy.mints or glucose tablets: Mere severe hypo-
giycemia may require the assistance of another person. Patients who
are unable to take sugar orally or who are unconscious reguire an injec-
tion of glucagen or should be treated with infravenous adminisiration of
glucose at a medical facility.

You should learn to rpcogmze yOour own sympioms of hypoglycemia. If
you are unceriain aboul these symptoms, you should monitor your
biood glucose frequently to help you fearn 1o recogmze the symptoms
that you experiencs with hypoglycemia.

It you have frequent episodes of hypoglycemiz or-experience dlfﬁcd!y -
fn recognizing the symptoms, you should consult your doctor to discuss

possibie changes in therapy, meal plans and/or exercise programs to
help you avoid hypoglycemia.

Hyperglycemia and Diabetic Ac|d05|s o ’

Hyperglycemia {too much glucose in the: biood) may deveiop if your
body has teo little insulin. Hyperglycemia can be brought about by:

1. Omitling your insulin or taking less than the'dqctcr has prescribed

2. Eating significantly more than your meaf plan suggests

3. Developing a fever. infection. or other significant stressful situation

in patients with insuiin-dependent diabetes, prolonged hyperglycemia
can resull in diabetic acidosis. The first symptoms of diabetic acidosis
usually come on gradually, aver a period of hours or days, and include a
drowsy feeling, flushed face, thirst, loss'of appetrle and fruity oder on
the breath. With acidosis, uriné fests show large amounts of glucose
and acetone. Heavy breathing and a rapid pulse are more severe symp-
toms. If uncorrected, prolonged hyperglycemia or diabetic acidosis can
lead te nausea, voriting, dehydration, loss of consciousness or death.
Therefore, it is \mponant that you obtain medicad assistance |mmed|-
ately. .

Lipodysirophy

Rarely, administration of insufin subcutaneousty can result in lipoat-
rophy (depression in the skin} or lipohyperirophy (enlargament or thick-
ening of tissue). If you nofice either of these conditions, consult your

doctor. A change In your injecticn technigue may help alleviate the -

problem,

Allergy to Insulin :

{ oeal Allergy--Patients aecasionally experience rednaess, swelling.
and itching at the site of injaction of insulin. This condition, called local
allergy, usually clears up in a few days to a few weeks. In some
instances. this condition may be related to factors other than insulin,
such as iritants in the skin cleansing agent ar poor |n)ecl|on technique. if
you have local reactions, contact your doctor. -

Systemic Allergy--Less comman, but potentially more serious, is
generalized allergy-to insulin, which may causée rash over the whole
body, shoriness of breath, wheezing, reduction in blood pressure, fast
pulse, or sweating. Severa cases of generalized allergy may be life
threatening. If you think you are having a generallzed allergic reactlon to
insulin, notify a doctor |mmed|a1e?y

ADD!'“ONAL iINFORMATION

Additional information about diabetes may be obtained from your
diahetes educator.

DIABETES FORECAST is a national magazine desigried especially
for patients with diabetes and thelr families and is available on subsaip-
tion from the American Diabetes Association, National Service Center,
1660 Duke Street, Alexandria, Virginia 22314, 1-800-DIABETES (1-800-
342-2383).

Anather publication, DIABETES COUNTDQWN, is available from the
Juvenile Diabetes Foundation, 120 Wall Street 19" Floor, New York,
New York 10005-4001, 1-800-JDF-CURE (3-800-533-2873).

Additional information about F lumulin and Humulin 70730 Pen can be
obtained by calling 1-888-88-LILLY {1-888-885-4558].
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This is arepresentation of an electronic record that was signed electronically and
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